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DETAILED ACTION 

Response to Arguments 

1 . Applicant's arguments filed December 04, 2006 have been fully considered but 
they are not persuasive. As a first matter, while the Examiner acknowledges 
painstakingly citing numerous passages of both the Jina and Hodges references, he 
most emphatically did not desperately piece together the rejection. 

Applicant refers to column 2, lines 31-41 of Jina apparently as a teaching that the 
Jina electrode arrangement is constrained to side-by-side electrodes on a non-porous 
surface. The Examiner respectfully disagrees. The passage in Jina relied by Applicant 
discloses prior art coagulation sensors that function in a different manner that that of 
Jina's. In particular, the prior art sensors discussed in column 2, lines 31-41 of Jina 
measure coagulation from resistance measurements. Jina, in contrast, reacts the blood 
sample with a reagent and measures current or voltage. Although, conductivity plots 
are shown in the figures, a fundamental aspect of Jina's use of the sensor involves 
measuring diffusion characteristics of an electroactive species based on current or 
voltage measuresurement. In other words a key aspect of Jina's sensing method is that 
it relies on electrochemical reactions. See col. 09:16-31; col. 09:51-63; and col. 10:32- 
40. 

Moreover, contrary to Applicant's underlined statement regarding critical 
emphasis being placed on the geometric orientation of the cell and Applicant's 
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statement, "Jina teaches that pervious attempts ... has led to the conclusion that 
geometric orientation of the electrode was critical," Jina states, "The device 10 itself 
may assume any convenient geometric shape as long as the electronics and chemistry 
described herein are cost effectively contained with acceptable performance, [emphasis 
added]" See col. 05:25-29.. Other than in discussion of the prior art, nowhere does Jina 
discuss cell geometry (particularly side-by-side electrodes) as being significant for good 
measurement results. 

As for the Hodges reference, the disclosed sensor is not constrained to 
measuring glucose; this is only an example use. See page 01:03-07. Also, as pointed 
out in the rejection of claim 21 in the previous Office action both Hodges and Jina make 
measurements on whole blood sample and both Hodges and Jina disclose the same 
redox mediator, ferricyaninde. Since an important aspect of Jina's method involves 
measuring diffusion characteristics of a redox species, such as ferricyanide, in whole 
blood, it is highly relevant that Hodges teaches improving measurements of redox 
properties by having the working electrode and counter electrode closely spaced 
together and opposite one another. See page 06:07-15; page 08:12-14; and page 
19:20-23. 

For the reasons set forth above the rejections of claims 21-30 under 35 U.S.C. 
103 are maintained. The rejections of claim 29 and 30 are restated below in light of 
Applicant's amendment; however, the Examiner's rebuttal above still holds. 
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Status of the rejections pending since the Office action of August 29, 2006 

2. The rejections of claims 21-30 under 35 U.S.C. 103(a) as being obvious over 
Jina as modified by Hodges are maintained. 

3. The rejection of claims 29 and 30 under 35 U.S.C. 112; first paragraph is 
withdrawn. 

4. The rejection of claim 30 under 35 U.S.C. 112, second paragraph is withdrawn. 

5. The objection to claims 25 and 27 are withdrawn. 

Claim Rejections - 35 USC § 103 

6. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 
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Addressing claim 29, Jina discloses a system for use in determining a change in 
viscosity of a fluid sample (abstract), comprising 

(1) an electrochemical test strip (16) comprising 

(a) spaced apart working (64) and reference electrodes (66); and 

(b) a reagent mixture comprising: 

(i) a redox couple (col. 1 1 :50-54 and col. 4:9-1 7) 

(i) a coagulation agent (col. 11:50-61, col. 9:45-58; col. 10:6-16); 

and 

(2) a meter (Figure 1 ). 

Jina does not mention (a) having the working and reference electrodes 
oppositely spaced apart, and (b) having the working and reference electrodes spaced 
apart from about 50 to 750pm. 

Hodges discloses an electrochemical cell comprising working and reference 
electrodes oppositely spaced apart from about 50 to 750pm. See Figures 1-4 and the 
abstract. It would have been obvious to one with ordinary skill in the art at the time of 
the invention to have the working and reference electrodes oppositely spaced apart 
from about. 50 to 750pm as taught by Hodges in the invention of Jina because as taught 
by Hodges, "This ... allows the diffusion coefficient and concentration of the redox 
species (mediator) to be measured independently of sample variations and therefore 
improves accuracy and reliability" (page 6, lines 12-15), Jina discloses using the same 
redox couple as Hodges (ferricyanide - page 6, lines 7-11 and in Jina col. 11:50-54) 
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and measures diffusion properties of the redox couple (col. 9:25-31 and col. 10:36-40), 
and because the cell of Hodges can be used with blood samples (page 6, lines 16-19). 

It should be noted that although the embodiment in Figure 6 of Jina shows 
separate counter and reference electrodes Hodges states, "For preference the cell 
comprises a working electrodes and counter/reference electrodes. If a reference 
electrode separate from a counter electrode is used, then the reference electrode may 
be in any convenient location in which it is in contact with the sample in the sensor." 
See page 6, lines 3-6. 

Addressing claim 30, Jina discloses a system for use in determining a change in 
viscosity of a fluid sample (abstract), comprising 

(1) an electrochemical test strip (16); and 

(2) a meter comprising: 

(a) means for applying an electric potential to an electrochemical 
cell made up of spaced apart working and reference electrodes and 
comprising a fluid sample (Figures 1, 2, and 6; col. 8:50-58; and col. 7:18- 
22); and 

(b) means for measuring cell current between the spaced working 
and reference electrodes (vol. 6:54 - col. 7:8). 

Jina does not mention means for detecting a change in the measured cell current 
and means for relating the change in measured cell current to a change in viscosity of 
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the fluid sample. However, these means are arguably implied or clearly obvious 
because Jina discloses, "The processor 32 contains a program which includes, but is 
not limited to, interpreting the current off the electrodes, ...[emphasis added]" (col. 7:4- 
8) and 

Until such time when clotting is complete, there may be a slight increase in 
the current of the clot due to aggregation of the electroactive species in spite of 
restricted ionic mobility and or diffusion. Such a current time profile is extremely 
useful in determining the onset of clotting as well as the endpoint of the clotting 
process and could conceptually provide a very accurate means for determining 
the onset of clotting as well as the endpoint of the clotting times in PT, APTT and 
other clotting assays. The sensitivity of these types of current or voltage time 
measurements is inherent in the direct measurement technique ..." (col. 9:49- 
61). 

In other words, it would have been obvious to one with ordinary skill in the art at 
the time of the invention to provide in Jina means for detecting a change in the 
measured cell current and means for relating the change in measured cell current to a 
change in viscosity of the fluid sample because Jina discloses means for interpreting 
the measured current and the changes in the current profile reflect different stages of 
clotting. Thus, clotting can be monitored with such means. 

Jina also does not mention having the means for applying an electric potential to 
an electrochemical cell configured for an electrochemical cell made up of oppositely 
spaced apart working and reference electrodes. In all of the Jina embodiments the 
electrodes are on the same plane. See Figures 2-5. 

Hodges discloses an electrochemical cell comprising working and reference 
electrodes oppositely spaced apart from about 50 to 750|jm. See Figures 1-4 and the 
abstract. It would have been obvious to one with ordinary skill in the art at the time of 



Application/Control Number: 10/620,055 Page 8 

Art Unit: 1753 

the invention to have the working and reference electrodes oppositely spaced apart 
from about 50 to 750um as taught by Hodges in the invention of Jina (and so of course 
the electrical cell contacts in the meter of Jina oppositely spaced) because as taught by 
Hodges, "This ... allows the diffusion coefficient and concentration of the redox species 
(mediator) to be measured independently of sample variations and therefore improves 
accuracy and reliability" (page 6, lines 12-15), Jina discloses using the same redox 
couple as Hodges (ferricyanide - page 6, lines 7-11 and in Jina col. 11:50-54) and 
measures diffusion properties of the redox couple (col. 9:25-31 and col. 10:36-40), and 
because the cell of Hodges can be used with blood samples (page 6, lines 16-19). 

It should be noted that although the embodiment in Figure 6 of Jina shows 
separate counter and reference electrodes Hodges states, "For preference the cell 
comprises a working electrodes and counter/reference electrodes. If a reference 
electrode separate from a counter electrode is used, then the reference electrode may 
be in any convenient location in which it is in contact with the sample in the sensor." 
See page 6, lines 3-6. 



i 
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Final Rejection 



7. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 



8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ALEX NOGUEROLA whose telephone number is (571) 272- 
1343. The examiner can normally be reached on M-F 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, NAM NGUYEN can be reached on (571) 272-1342. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent. 
Application Information Retrieval (PAIR) system. Status information for published applications, 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Alex NoguQjbla 
Primary Examiner 
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